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- The MAILING DATE of this communication appears n the cover sheet with the correspondence address -- 
Peri d f r Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)^ Responsive to communiGation(s) filed on 19 January 2001 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disp sition of Claims 

4) ^ Claim(s) 1-34 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) K Claim(s) 20-27 is/are allowed. 

6) S Claim(s) 1-19 and 28-34 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)\3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 !)□ The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .D Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 



2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infomnal Patent Application (PTO-1 52) 

3) ^ Infomiation Disclosure Statement(s) (PTO-1449) Paper No(s) 4. 6) □ Other: 



U.S. Patent and Trademarit Office 
PTO-326 (Rev. 04-01) 
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DETAILED ACTION 

Tke Examiner kas witkdrawn tke prior restriction requirement after furtker consideration. An 
action on claims 1-34 now follows. 

claim Ohjections 

1. Claim 33 is okjected to because of tke following informalities: it depends from a 
nonexistent claim 50. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

1. Tke following is a quotation of tke second paragrapk of 35 U.S.C. 112: 

Tke specification skall conclude witk one or more claims particularly pointing out and distinctly claiming tke 
sutject matter wkick tke applicant regards as kis invention. 

2. Claims 1-19 & 28-34 are rejected under 35 U.S.C. 112, second paragrapk; as keing 
incomplete for omitting essential steps, suck omission amounting to a gap ketween tke steps. 
See MPEP § 2172.01. Tke omitted steps are: a correlation step ketween tke detected color 
reaction product and its relationskip to tke determination of oxidative stress and/or tke 
identification of a mammalian sukject in need of medical treatment. 

3. Claims 16-19 are rejected under 35 U.S.C. 112, second paragrapk, as keing indefinite 
for failing to particularly point out and distinctly claim tke sukject matter wkick applicant regards 
as tke invention. 

Instant claim 16 recites tke presence of a minimal metkod used in conjunction witk tke 
claimed metkod. It is unclear wkat kind of minimal metkod Applicant contemplates. Furtker 
clarification is required. 
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claim Refections - 35 use § 102 

1. Tke following is a quotation of tke appropriate paragrapks of 35 U.S.C. 102 tkat form 
tke kasis for tke rejections under tkis section made in tkis Office action: 

A person sna 11 Le entitled to a patent unless — 

tke invention was patented or descrited in a printed puLlication in tkis or a foreign country or in putlic use or on 
sale in tkis country, more tkan one year prior to tke date ol application for patent in tke United States. 

2. Claims 1, 11, 12, 13, 15-19, 28, 32 & 34 are rejected under 35 U.S.C. 102(b) as teing 
anticipated by USP 5,702,955 to Pugia (kerein referred to as "Pugia"). 

Pugia teackes a metkod for tke detection of kydrogen peroxide in kiological fluids suck as 
klood; serum and urine tkat is useful in tke diagnosis of various abnormalities. See abstract & 
col. 1; lines 15-17. Tke claimed metkod comprises adding to tke kiological a ferrous sulpkate 
(Takle 6); incukating tke kiological fluid and reaction reagent in tke amkient air (37''C); and 
analyzing tke color transition to detect tke presence or concentration of kydrogen peroxide (claim 
1). Tke ferrous reagent may ke introduced to tke solution ky means of a test strip to wkick tkey 
kave keen applied (col. 2, lines 35-39). Glucose activity may ke measured ky reacting glucose in 
tke presence of glucose oxidase enzyme to produce kydrogen peroxide. Tke kydrogen peroxide 
tken reacts witk peroxidase to catalyze tke oxidation of tke indicator to produce a colorimetric 
response directly proportional to tke kydrogen peroxide concentration (col. 3, lines 39-45). 
Inkerent to tke quantification of tke kydrogen peroxide concentration is some type of 
colorimetric standard so tkat one would ke akle to matck particular colors to a particular 
concentration of kydrogen peroxide. 
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Wkile ike reference does not expressly refer to kydrogen peroxide as an indicator of 
oxidative stress, tkis determination is inkerent to tke claimed patent as increased pkysiological 
presence of kydrogen peroxide is a known cause of oxidative stress. See also instant specification 
page 1; lines 10-17 & page 4, lines 18-20. 

3. Claims 1, 11, 13, 14, 16-19, 28, 29 & 34 are rejected under 35 U.S.C. 102(L) as teing 
anticipated ty "Measurement of Plasma Hydroperoxide Concentrations ky tke Ferrous 
Oxidation-Xylenol Orange Assay in Conjunction witk Tripkenylpkospkine" by Nourooz-Zadek 
et al. (kerein referred to as "Nourooz-Zadek). 

Nourooz-Zadek teackes a metkod of measuring kydroperoxides in plasma tkat comprises 
adding FOX2 reagent (ferrous reaction reagent) to plasma; incukating at room temperature for 
30 minutes; and tken measuring tke atsorLance of tke sample. Spectropkotometers tkat 
measure aksortance always include an instruction manual. Tke color development in tke FOX 
assay was due to tke presence of kydroperoxides. See pages 403-405. Inkerent to tke 
quantification of tke kydrogen peroxide concentration is some type standard so tkat one would Le 
akle to matck particiJar colors to a particular concentration of kydrogen peroxide. 

Claim Rejections - 35 USC §103 

4, Tke following is a quotation of 35 U.S.C. 103(a) wkick forms tke kasis 
otviousness rejections set fortk in tkis Office action: 

(a) A patent may not Le ottaineJ tkougk tke invention is not identically Jisclosecl or Jescriked as set fortk in 
section 102 of tkis title^ if tke differences ketween tke sukject matter sougkt to ke patented and tke prior art are 
suck tkat tke sukject matter as a wkole would kave keen okvious at tke time tke invention was made to a person 
kaving ordinary skill in tke art to wkick said sukject matter pertains. Patentakdity skall not ke negatived ky tke 
marmer in wkick tke invention was made. 
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5. Tke factual inquiries set fortk in Graham w.John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), tkat are applied for estaLlisking a tackground for determining obviousness 
under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining tke scope and contents of tke prior art. 

2. Ascertaining tke differences tetween tke prior art and tke claims at issue. 

3. Resolving tke level of ordinary skill in tke pertinent art. 

4. Considering okjective evidence present in tke application indicating okviousness or 
nonotviousness. 

6. Claim 29 is rejected under 35 U.S.C. 103(a) as keing unpatentable over Pugia. 
Pugia teackes tke invention sukstantially as claimed witk tke exception of teacking tkat 

tke metkod furtker includes instructions. However, it is well known and appreciated in tke test 
strip kits come witk instructions informing tke user of tke Lest way to ensure accurate & reliable 
results, as exemplified by USP 4,904,605 (col. 2, line 68-col. 3, line 4). Tkus, it would kave 
keen obvious to one baving ordinary skill in tke art to include instructions to tke metkod and test 
kit of Pugia. 

Allowahle Subject Matter 

7. Claims 20-27 are allowed. 

8. Claims 2-10, 30 & 31 would be allowable if rewritten to overcome tke rejection(s) under 
35 U.S.C. 112, second paragrapk, set fortk in tkis Office action and to include all of tke 
limitations of tke base claim and any intervening claims. 

9. Tke following is a statement of reasons for tke indication of allowable subject matter: tke 
prior art does not teacb or suggest a metbod of colorimetrically detecting oxidative stress in a 
mammal using a reaction reagent comprising 2-deoxyglucose, TBA, EDTA and ferrous sulfate. 
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Any inquiry concerning tkis communication or earlier communications from tke 
examiner skould te directed to Monique T. Cole wkose telepkone numLer is 703-305-0447. 
Tke examiner can normally ke reacked on Monday-Tkursday from 6:30 A.M. to 4:00 P.M. 

If attempts to reack tke examiner ky telepkone are unsuccessful, tke examiner s 
supervisor, Jill Warden can ke reacked on 703-308-4037. Tke fax pkone numbers for tke 
organization wkere tkis application or proceeding is assigned are 703-872-9310 for regular 
communications and 703-872-9311 for After Final communications. 

Any inquiry of a general nature or relating to tke status of tkis application or proceeding 
skould ke directed to tke receptionist wkose telepkone numLer is 703-306-0661. 

Monique T. Cole 
Examiner 
Art Unit 1743 

MC /MC- 

May 16, 2003 

Supergfeory Patent Examiner 
Technology Center 1 700 



